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[57] ABSTRACT 

An anal patch for controlling fecal Incontinence comprising 
a polymeric body member adapted to be fitted Into the natal 
cleft about the anal opening and secured to the natal cleft 
with a releasable adhesive material. 
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ANAL PATCH FOR FECAL INCONTINENCE patch leaving a center portion of the patch adhesive free 
which will be positioned about the anal opening. 

FIELD OF THE INVENTION The patch will be supplied with an adhesive release sheet 

This invention relates to the field of medical devices used which protects the adhesive prior to use of the patch and 

to control fecal incontinence in patients. In particular, the 3 which can be easily removed from the adhesive layer at the 

present invention is directed to an anal patch removably time of application. 

attached to the natal cleft surrounding the anal opening for The backing layer and/or the adhesive layer, or additional 

closure or damming of the anal opening. layers applied to the backing layer, either between the 
adhesive coating and the backing layer or on the front side 

BACKGROUND OF THE INVENTION 10 of ffie backing ^ can contain additional agents such as 

Fecal incontinence is an extremely uncomfortable, incon- anti-fungal agents, anti-bacterial agents, anti-viral agents, 

venient and embarrassing condition from which a substantial anti-inflammatory agents, anti-itching agents, humicants, 

number of human beings suffer due to disease, such as nerve moisture absorbing agents, gas absorbing agents, buffering 

compression impairment or degeneration, surgical impair- agents for P H control drying ^agents ^ the like^dditionaUy, 

ment due to radical surgery in the lower spine or in the anal 15 the patch may contain fluid absorbin{ j materiab such as 

or rectal zones of the body, injury such as spinal column bydrophilic agents such as starch, cellulose, hyarcphflic 

injuries, or old age. A number of solutions to this problem polymers, or hydrophilic salts such as aimydrkte caldum 

have been suggested, unfortunately none of them have been The pateh may also be compounded with odor 

successful enough to be utilized commercially. At the „ absorption material such as activated carbon, desiccant sUica 

present time, most people that suffer from fecal incontinence zo gd. and the like, to absorb fluids and odors from fecal 

wear large diapers and/or plastic or rubber underpants and discharges and the natal cleft skin, 

practice bowel control by dietary control and a bowelrelease In another embodiment of the present invention, the patch 

regimen to prevent soiling and odors associated with fecal will have a gas pressure release means situated in the patch 

incontinence. Fecal incontinence has a number of serious M to permit the escape of gas from the intestinal tract The gas 

hygienic problems associated with it which requires constant release means will comprise a gas permeable membrane 

monitoring. People suffering from fecal incontinence nor- positioned in the portion of the patch which will be centered 

mally require the attendance of a nurse or other medical near the anal opening. The gas permeable membrane wfll 

helper once a day. permit the passage of gas but inhibit the passage of fluids 

SUMMARY OF THE INVENTION *> ^° 0 J' aBbodbaBnt 0 f & inv^ition, me patch will 

The present invention, in its broadest terms, comprises a incorporate a tab to aid in the removal of the patch from natal 

pad having a biocompatible adhesive on one side. The pad deft. The tab permits the patch to be gently peeled away 

is adapted to be inserted into the natal cleft about the anal from the external tissue of the natal cleft Because of the 

opening to form a removable seal having sufficient adhesive 35 design of the patch, me direct pulling off of the patch from 

power to occlude the anal opening and prevent the leakage the natal cleft would involve shearing the adhesive bond of 

or discharge of fecal material. The use of the anal patch the adhesive coating from the external skin of the natal cleft, 

permits the patient suffering from fecal incontinence to The shearing bonding strength of the patch in the natal cleft 

develop a bowel movement regimen, so that the patient can is very high whereas the tensile bond of the adhesive coating 

have a better quality of life. Such a regimen is considered m and the external skin is less and allows the patch to be peeled 

therapeutic and healthful since it ferments the colon and the away from the natal cleft. 

rectum areas to reabsorb moisture from the fecal material in in another embodiment of the present invention, the anal 
a matter that is considered normal for human discharge to patch will be made of biodegradable polymeric materials 
develop firm stools. It has been found that patients who and / or papEr based materials with the adhesive being a 
suffer from fecal incontinence have a tendency to discharge 4S biodegradable polymeric material, 
watery stools causing the loss of water and nutrients to the ^ molha . embo<silnltat of me p^t invention, the anal 
body.The formation of firm stools in the rectum and coton teh would incorporate a protrusion or nipple in its front 
also improves the tone of these organs to exhibit peristaltic ^ , Q te recelyed ^ OT engage me mal openmg for 
muscle contractions. purposes of creating a better seal for occlusion of the anal 
Although the anal patch or the present invention can be a so opening and for the optional purpose of permitting media- 
flat sheet like patch, it is preferably a shaped patch which is nal a8entS( sucn 8S for treatment of hemorrhoids, anti- 
adapted to fit in the natal cleft about the anal opening so as inflammatory agents, and the like to be incorporated in the 
to yield a more comfortable patch for the patient Preferably protrusion for direct contact with the tissue of the anal 
the anal patch is formed from a soft, but strong, foam opening to permit diffusion of the medicinal agents Into the 
material, especially a poiyurethane base foam material 53 tissue, 
coated with a biocompatible adhesive on one side. The 

adhesive side makes contact with the external tissue of the BRIEF DESCRIPTION OF THE DRAWINGS 

natal cleft to form a seal about the anal opening. In some HG 1 fc p^pe^ view of the anal patch for fecal 

instances, it may be desirable to have a fluid permeable incontinence according to the present invention; 

%Z%fi£S^12£tt££Z£ W HG. 2 is cross sectional vtew taken along lines ^-2 of 

of the backing material wherein the front side of the backing . m ^ , . , 

material has the adhesive coating. The front side of the patch FIG. 3 is a top view of the anal patch of FIG. 1; 

is the side facing the anal opening and the back side is the FIG. 4 is a perspective view of another embodiment of the 

side of the pateh opposite the front side. 6S anal patch of the present invention; 

The adhesive coating can coat the entire side of one FIG. 5 is a side view of another embodiment of the anal 
surface or it can be positioned on the periphery zone of the pateh of the present invention; 
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FIG. 6 is a cross sectional view taken along line 6—6 of rural integrity. The pHEMA mixture is preferably between 

FIG. 5; about 10 to 50% by weight low molecular weight pHEMA 

FIG. 7 is a perspective view of another embodiment of the and the balance being high molecular weight pHEMA with 

anal patch of the present invention; precise portions of the mixture being determined by the 

FIG. 8 is a perspective view of a flat planar anal patch of 5 particular adhesive properties desired, 

the present invention; and The adhesive can be an organic solvent plasticized water 

FIG. 9 is a perspective view of the anal patch of FIG. 8 «**«» P?^' '«* « » ^ cellulose-based material 

positioned on the finger for application to the patient combined with a water soluble polymer. 

While the preferred plasticizer is PEG, as described 

DETAILED DESCRIPTION 10 above, other plasticizers can be used, sue? 

Referring to FIG. 1, the anal patch It has a generally Slycol, polypropylene glycol or glycerin, 

saddle shape with an adhesive coating 12 on the front side B the body member is made of TDI or MDI, the material 

14 of the body member 16 adapted to adhere to the skin of the body itself can be rendered adhesive by combining the 

within the natal cleft with the saddle point region 24 of the TED or MDI one to one by weight with about 0.25 to about 

body member located about the anal opening. At one end of 0.5 molar ammonium hydroxide during the water actuation 

the anal patch, there is a pull tab 18 adapted to be grabbed of the foam. The material has a surface that is positively 

by fingers in order to either place the anal patch in the natal charged so that it wfll adhere to negaUvely-charged mucoid 

cleft or to remove the anal patch. The back side 20 of the surfaces. Frequently the sldn surface of the natal cleft is 

body member 16 has a smooth rubber-like consistency and „ negatively charged. 

is impermeable to gas and fluids and is a barrier to the escape The adhesive coating not only provides the seal prevent- 

of fluids and gases from the anal opening. ing the leakage of discharges from the anal opening from 

The adhesive coating 12 can extend over the enure front beyond the anal pateh, but the adhesive coating also main- 
side 14 or around the peripheral zone of the front side tains *° anal patch in place during usage. The adhesive 
leaving an area free of adhesive in the center about the area M coating must relatively strong, because it is envisioned 
where the patch will contact the anus. The adhesive free area ** m me preferred embodiment of the present invention, 
13 is demarcated with a dotted line in FIGS. 1, 3, 4 and 5. the anal patch will be worn for at least 3 hours and preferably 

The body member is preferably molded from a polymeric 

material that is compatible with the body tissues. Appropri- P 8 *") 1 tot undergoes bowel control traming to estabttdia 

ate polymeric materials include foams formed fromwater 30 ^^^j^^S^^SS^S 

actuation of pre-polymers based on either toluene diisocy- £ .KLwil £ 

^TZv^^c. ^u^^^r^Z^T^^^h^ h^L up to about 150 centimeters of water or higher. Pressures 

^n^tlA^^^JZZI^. "0 centimeters of water normally exert such 

been render* biodegradable by hydrolysis of a weak back- "SXZZSZfi?^ Z K^L^T^ 

bone link, such as an amine group. Other foam materials, 40 reUef tnemselves to reUeve P"*sure. 

S aTpolyolenns, can be uf^and rLe^droSy FIG. 3 is a top view of anal patch of na 1 showkg the 

biodegradable by using weak links such as starches in the tab 1* extending from one end or anal paten w. 

polymer backbones A" alternative embodiment of the invention is illustrated 

Any tissue compatible adhesive coating can be employed in mG - 4. The anal pateh MA has a nipple 22 located in the 

deluding thoseTnprising the pressurlsenritivThyX- « saddle pomt region 24 of the froirt side 14 of the anal patch 

^marketed by Promeon Division Medtronic, Inc., of "'^ °P°"»S- K can also aid in closure of the anal 
Minneapolis, Minn, under the trademark "PROMEON". The opening. ^ 
hydrogcl compositions disclosed in Jevne et al U.S. Pat No. ^ one embodiment of the invention, the nipple 22 can be 
4,593,053 can be used in me invention. The disclosure of so impregnated with therapeutic compositions, such as 
that patent is incorporated herein by reference. Another type antibiotics, anti-inflammatories, anti-hemorrhoidal agents 
of adhesive coating mat can be used is a mixture of poly and anti-itching compounds. The nipple can be coated or not 
2-hydroxyethyl rnethacrylate (pHEMA) and polyethylene coated with an adhesive coating 12. The nipple can be 
glycol (PEG) as a plasticizer. The percentage of pHEMA compounded from relatively hard rubber-like material or a 
may range from about 45 to about 75% by weight, with a ss soft rubber-like material depending upon its intended pur- 
corresponding range of PEG of about 55 to about 25% by Pose. 

it The preferred composition is about 53 to about 54 A number of anti-bacterial or germicidal agents can be 



wt. % pHEMA and about 47 to about 46 wt % PEG. Lower employed in the body member or in the adhesive coating, 

percentages of pHEMA yield greater adhesiveness while such as silver oxide or silver azide. 

higher percentages of pHEMA yield greater durability. The ffl Although not shown, the anal patch can include a highly 

PEG has a molecular weight between about 400 and about absorbent hydrophilic layer between the adhesive coating 

1,000, with 400 preferred. The pHEMA is preferably a and the body member. The hydrophilic layer is preferably a 

mixture of low molecular weight pHEMA between about mixture of pHEMA/PEG adhesive and a micro sponge 

10,000 and 100,000 and high molecular weight pHEMA material, such as carboxyl methyl cellulose (CMEQ. The 

which is greater than about 100,000. The low molecular 65 hydrophilic layer draws moisture from the adhesive layer 

weight pHEMA provides good adhesive properties, While a and absorbs the moisture, thereby prolonging the useful life 

high molecular weight pHEMA improves adhesive struc- of the adhesive by delaying moisture saturation of the 



5,695,484 

5 6 

adhesive. Absorption of moisture causes the hydrophilic patch can also have a tab extending out from a side edge (not 

layer to swell which may enhance the sealing properties of shown) like tab 18 of patch 10. 

the anal patch. The anal patch can also include a scrim layer (not shown) 

FIG. 5 and FIG. 6 show another alternative embodiment which can be enclosed within the adhesive coating applied 

of the present invention wherein anal patch 10B has a orifice s to the body member. The scrim layer is preferably a thin, 

30 extending through body member 16 of the anal patch in non-woven sheet of polyester that would reinforce elasto- 

the region of the saddle point 24. A gas permeable, fluid meric material of the body member. However, the scrim 

impermeable membrane 34 seals off the orifice 30 to prevent layer can be any woven or non-woven fabric with open or 

the escape of fluids from the anal opening when the anal closed mesh. The scrim layer would add structural integrity 

patch is applied to the natal cleft Although the membrane 34 10 to the adhesive coating thereby enhancing the durability of 

is impermeable to fluids, it is gas permeable and prevents ^ anal patch. The scrim layer can be placed in the adhesive 

gas build up which discharges through the anal opening by coating before the coating is cured to a semi-solid or the 

permitting the gas to escape through the membrane. The ^ a ^ be applied to the front side of the body 

front side 14 of the anal patch has an adhesive coating 12 member before the adhesive coating is applied and the scrim 

similar to the adhesive coating of the anal patch described in J5 Uyer would be sandwiched between the adhesive coating 

FIGS. 1-3. The gas permeable membrane can be a fabric, and the front side of the body member. Optionally, the scrim 

metallic or polymeric membrane which is hydrophobic to layer cao ^ incorporated in the body member or attached to 

resist the passage of aqueous solutions through the mem- me back gjde of me body member, 

hrane. Preferably the membrane will be a micro or miUipore Spccific en^^di^s 0 f the present invention have been 

-^-newWchwmoiriypermttgasewsniolecukstopass 2Q illustrlted ^ me drawings and described herein. However, 
other modifications of the invention comprising the same 

it of the invention, the gas permeable elements described are intended to be part of mis invention, 

e will be compounded or coated with a metallic me shape and design of the anal patch and the 

~" s silver oxide or copper oxide or copper polymers and adhesive used in its manufacture can be 

*™M react with sulfur compounds being M raodjfled to achieve maximum incontinence control and at 

_ is materials from the anal opening as a me same ^ g ve the wearer the maximum degree of 

means of odor control. Alternatively, the gas permeable com fort as well as security, 

membrane can be compounded with activated carbon to Vfaa is claimed: 

absorb odoriferous gaseous discharges from the digestive i. An anal patch comprising a saddle-shaped body mem- 
tract 30 ber having a peripheral edge, front side and a back side 

FIG. 7 illustrates another embodiment of the present adapted to be received in a natal cleft about an anal opening; 

invention wherein the anal patch 10C has attached to its back me front side having a saddle shaped and in adhesive contact 

side 20, a flexible finger strap 38. The finger strap permits ^th the skin of the natal cleft the front side of the body 

the user of the anal patch to easily grasp the anal patch for member having a central area surrounded by a peripheral 

application to and removal from the natal cleft. The flexible 3S re gion about the outer margin of the front side, the front side 

strap 38 can be made of fabric or polymeric material similar constituting the top of the saddle shaped body member; an 

to the material used in body member 16. The strap is adhesive coating on the surface of the front side of said body 

attached at its opposite ends to opposite sides of the back member on the peripheral region for releasably securing said 

side 20 of the anal patch at the outer edges 40 of the anal body member to the skin of the natal cleft to form a seal 

patch or at the peripheral margin 42 of the anal patch (see ^ a bout the anal opening to prevent the release of discharges 

FIG. 2). from the anal opening, the central area of the front side of 

FIGS. 8 and 9 illustrate another alternative embodiment the body member free of the adhesive coating, 

of the present invention wherein the anal patch SO is a flat 2. The anal patch according to claim 1 wherein the body 

flexible patch which can be fitted into the natal cleft about member is impervious to fluids, moisture and gases, 

the anus with the finger when positioned as shown in FIG. 45 3, The anal patch according to claim 1 wherein the 

9. The top surface 42 of the patch has an adhesive coating adhesive is moisture and fluid resistant. 

44 very similar to the adhesive coating used in the other 4. The anal patch according to claim 1 wherein the 

natal patch such as the natal patch illustrated in FIGS. 1 adhesive coating contains at least one medicinal agent 

through 3. The adhesive coating can extend over the entire 5. The anal patch according to claim 1 wherein the body 

top surface or over the peripheral region leaving an adhesive 50 member is compounded with at least one medicinal agent, 

free zone that contacts the anus as described for patches 10, 6. The anal patch according to claim 5 wherein the 

10A and 10B. The body member of the natal patch 56 is medicinal agent is an antibiotic. 

made of a polymeric compound similar to the material used 7. the anal patch according to claim 5 wherein the 

in the body members 15 for the other anal patches described medicinal agent is an anti-inflammatory. 

above. The material is flexible and impermeable to gas and 55 8. The anal patch according to claim 5 wherein the 




(not shown) sealed off with a gas permeable fluid imperme- 9. The anal patch according to claim 5 wherein the 
able membrane as the anal patch shown in FIGS. 5 and 6. medicinal agent is an anti-itching agent 

In the preferred embodiment of the present invention, the 10. The anal patch according to claim 1 wherein the body 
backing material 15 and 46 of the anal patch is a sealed cell 60 member is compounded with odoriferous absorbing mate- 
polymeric foam material. However, non-foamed polymeric rial. 

may also be employed. Preferably the material used for the 11. The anal patch according to claim 1 wherein the body 
body member of the anal patch has good tensile and shear member is compounded with a moisture absorbing agent 
strength and is compressible to provide the maximum com- 12. The anal patch according to claim 1 wherein the body 
fort to the wearer. 65 member has a pull tab extension extending from the periph- 

Thc flat flexible patch 50 can have a raised nipple (not era! edge adapted to be grabbed for insertion andremoval of 
shown) similar to nipple 22 on patch 10A. The flat flexible the anal patch from the natal cleft 



5,695,484 

7 8 

13. The anal patch according to claim 1 wherein the body 17. The anal patch according to claim 16 wherein the strap 
member has a raised nipple extending upwardly from the has opposite ends, the opposite ends of the strap are attached 
front side of the body member in the central area of the front to opposing peripheral edges of the body member. 

side of the body member adapted to be received within the 18 ^ ^ patcn comprising a flat planar body member 

anal opening. 5 havmg a front side arrf a back side, me front side ao^pted to 

14. The anal patch according to claim 13 wherein the j • !„ a natal de ft about an anal openine with the front 



15. The anal patch according to claim 1 wherein the body 
member has a bore extending from its back side to its front 
side in the saddle point region of the body member, and a gas 10 



cleft, an adhesive coating on the surface of the front side of 
the body member for releasably securing said body m 



pernieable fluidm^avio^lement s^ to the skta of the natal cleft to prevent release of discharges 

adapted as a gas release means for releasing gaseous dis- &om ^ opening; and a raised nipple extending 
charges from the anal opening. upwardly from the front side of the body adapted to receive 



lti. The anal patch according to claim 1 including a strap within the anal opening, 
secured to the back side of the body member and adapted to is 
receive and detachably secure a finger far application and 

removal of the anal patch from the natal cleft. * * 



